REMARKS 



Status of the Claims 

Written support for the amendments to the claims can be found in original claim 36. The 
amendments to the claims do not add prohibited new matter. 

Rejection under 35 U.S.C. § 1 12, second paragraph 

Claims 51-56, 61, 67, and 69 have rejected under 35 U.S.C. § 1 12, second paragraph as 
allegedly being indefinite as set forth on page 4 of the Office Action. 

Without acquiescing to the merits of this rejection, Applicants have amended the claims 
to overcome this rejection. In view of Applicants amendments, Applicants believe that this 
rejection is moot and respectfully request that it be withdrawn. 

Rejection under 35 U.S.C. § 103(a^ 

Claims 36-63 and 67-70 have rejected under 35 U.S.C. § 103(a) as allegedly being 
obvious over MacDonald in view of Rahman as set forth on page 6 of the Office Action. 

Applicants respectfully submit that this rejection is in error. The claimed invention 
provides a treatment by administering a therapeutically effective amount of the cationic 
liposomes comprising paclitaxel without serious side effects (see [0014]), wherein a 
"therapeutically effective amount" is an amount which affects a disease such as cancer (see 
[0063]). Hence the claimed invention provides an effective and safe method of treating cancer. 

Rahman relates to the problem of administering paclitaxel in a rapid and less toxic 
schedule (col. 2, 1. 34-38). Rahman is completely silent on the problem of providing a 
therapeutically effective schedule for the administration of paclitaxel. Thus, one skilled in the art 
does not obtain any information from Rahman that would enable him to administer liposomes 
comprising paclitaxel with a predictable effectiveness . 

McDonald only relates to liposomal compositions comprising paclitaxel. McDonald does 
not provide any relevant teaching on how to administer the disclosed liposomal compositions 
with predictable safety and effectiveness. The paragraph highlighted in the Office Action at 
page 1 1 only discloses a generic trial and error method of finding a suitable dosing for a drug 
without undue experimentation. The method disclosed by McDonald does not direct or suggest 
to one skilled in the art the dosing schedule of the claimed invention. 

The Office Action (on page 11) further alleges that one skilled in the art would have to do 
no more than "perform routine experimentation" citing In re Aller. However In re Alter refers to 
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optimization of concentration or temperature. These parameters are optimized based on 
laboratory bench work. In contrast, the claimed invention provides a dosing schedule of a 
pharmaceutical composition with known toxic side effects, namely a parameter that cannot be 
simply deduced in a laboratory, but instead can only be arrived at through extensive clinical 
trials in human patients, trails which are both financially and chronologically costly. Moreover, 
Applicants submit that In re Aller, speaks to routine experimentation within a pre-established 
range. Neither Rahman or McDonald provides a range within which the claimed invention falls. 
To that end, the level of experimentation is far from routine, as Rahman and McDonald are silent 
on any dosing schedule. 

Furthermore MPEP 2144.05 (II)(A) finds that a variation of parameters (like temperature 
and concentration in In re Aller ) does not support patentability unless there is evidence that such 
parameters are critical . In re Hoeschele, 406 F.2d 1403, 160 USPQ 809 (CCPA 1969). 
Applicants submit that the claimed dose schedule is highly critical for administering a drug in a 
save and effective manner, and is therefore not a peripheral parameter that ultimately does not 
effect the practice of the claimed invention. 

As evidence, Applicants attach hereto a copy of a poster from the 34th ESMO (European 
Society for Medical Oncology) Multidisciplinary Congress (Berlin 2009) disclosing the use of 
liposomally encapsulated paclitaxcl according to the pending claims in a clinical trial 
demonstrating effectiveness and safety of the claimed schedule. In short, single doses were 1 1 
mg/m 2 (about 0.28 mg/kg), 22 mg/m 2 (about ca. 0.56 mg/kg) and 44 mg/m 2 (about 1.12 mg/kg), 
corresponding to a monthly dose of about 2.52 mg/kg, 5.04 mg/kg and 10.08 mg/kg. 
Accordingly, Applicants submit that the claimed invention is not obvious and cannot be derived 
from any combination of Rahman and McDonald. The claimed invention provides a critical 
dosing schedule that is effective and safe in treating humans, and one skilled in the art cannot 
arrive at the claimed schedule through any combination of these references or through routine 
experimentation. Applicants therefore respectfully request that this rejection be withdrawn. 

Double Patenting 

A. Claims 36-63 and 67-70 are provisionally rejected on the ground of non- statutory 
obviousness-type double patenting as allegedly being unpatentable over claims 9, 1 1, 14, 18, and 
20 of co-pending application 11/018,574. 

B. Claims 36-63 and 67-70 are provisionally rejected on the ground of non-statutory 
obviousness-type double patenting as allegedly being unpatentable over claims 1, 13, 16, and 22 
of co-pending application 12/300,448. 
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C. Claims 36-63 and 67-70 are provisionally rejected on the ground of non-statutory 
obviousness-type double patenting as allegedly being unpatentable over claims 1, 4, 5, and 9 of 
co-pending application 12/308,748. 



Applicants note that these rejections are provisional based on a non-issued patent 
applications Accordingly, Applicants submit that a terminal disclaimer is required only if the 
claims continue to conflict and the currently pending claims are otherwise ready to be allowed. 
MPEP 804. Therefore, as this rejection is provisional in nature only, Applicants decline to 
address the merits at this point in prosecution. 



The foregoing amendments and remarks are being made to place the application in 
condition for allowance. Applicants respectfully request entry of the amendments, 
reconsideration, and the timely allowance of the pending claims. A favorable action is awaited. 
Should an interview be helpful to further prosecution of this application, the Examiner is invited 
to telephone the undersigned. 

If there are any additional fees due in connection with the filing of this response, please 
charge the fees to our Deposit Account No. 50-03 10. If a fee is required for an extension of time 
under 37 C.F.R. §1.136 not accounted for above, such an extension is requested and the fee 
should also be charged to our Deposit Account. 



Conclusion 



Respectfully submitted, 
Morgan, Lewis & Bockius LLP 



/Zachary Derbyshire/ 



Date: August 6, 2010 
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